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Off/'ce Action Summary ^ ; 

i Susan Trail 

X Responsive To communications hied on Oct 30, 2000 

, tn a „owance except .o, forma, matters, prosecution as ,o .he merits is Cosed 

S,nce ,h,s application ,s ,n condition to, aiiowan c P o o.G ?13. 

- -coance w,tn tne pract.ce f x 0,,,, - - motnh(s , or t,,t V .ays. w,cheve. 

A shortened statutory period for response to this achon ,s e to e P ^ ^ resDon5e w|lj c the 

,s longer, from the mailing date of * S «™n Fa u to ^P^ ^ ^ ^ ^ prov|S1Qns of 

application to become abandoned 135 U.S.C .5 JJ,- 
37 CFR 1 136;ah 

Disposition of Claims s afe penc] , n g , n the application, 

X ClaimiSl ' 53 iS . are withdrawn from eonside.at.on 

Of the above, cla,m ( s. 51-7S fallowed. 

Cl8imlsl - " " is-'are rejected. 

X Cla.m.s. 7-50 ,•»></ 7/ 80 IS are ob,ected to, 

X Caimlsi 76, u, 8, -83 a[e subje ct to restricon or election requ.rement. 

Claims 

! ^I^Lned Notice of D , a ,ts P e, S ons Patent Orawmg Be.ew, PTO-.B. 
i , ,, „ is are ob]ected to by the Examine. 

The drawing.*) filed on N ,, 01999 ,s Xapproved disapproved, 

j X The proposed drawing correction, filed on Wo, 30, 1999_ 
| The specification ,s ob,ected to by the Fxammer. 

| The oatn or declaration .s ob.ecteri to by the Examiner. 

Pri0 T,llC-. § -le of a c,a,m for foreign priority under 3 5 U.S.C. * ^aMdh 

All Some* None of the CERTIFIED copies of the p„or ty documents nave been 

received 

reived in Application No. iSeries Code Serial Nun*. . . . 
re ce,ved in th,s national stage application from the international Bureau ,PCT Rule 17 2.a ,. 

■Certified copies not received: , rl| ,,, 5 „ te 

AcKnow.edoem.nt is made of a c,im for domestic priority under 3o U.S.C- 

Attachment^) 

X Notice of References Cited, PTO-892 

X Information Disclosure Statement(s), PTO-1449, Paper NoiS!. 3 
Interview Summary, PTO-413 

Not.ce of Draftsperson's Patent Drawing Review, PTO-948 
Notice of Informal Patent Application,, PTO-1 52 



OFFICE ACTION ON THE FOLLOWING PAGES^ 



Application 

All I "nil: 



Page 2 

Control Number: (W 451 .(.41 



in r un i) \( iion 

,„V^on R t cnsiononimcr.lcJ 04 0M)>>aml 
InrovmatHmn^losuroSuucmomt^a!).^''. 

Ur ,0 0nM)cda,-anon ( ^0MH,. and, 4ccUonni,l, 0 30 0,, 

is icknowlcdectl. 

,,„:,„,, — 

— , 



is therefore made HNAl 



Claim Rejections -35 CSC §H2 

, sC 1 P. second paragraph, as bemg mdchnhc lor 

Claims 77-XO arc rejcclcd undo, .o 1 VI . 

„>, — • ^" 

the imention. 
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Claims 77-X0 arc indefinite in the use of the phrase "such that" in line 2. 1 he phrase 
"such that" renders the claim indefinite because it is unclear whether the limitations following 
the phrase are part ol the claimed invention. See MPl P ?j 2172.05(d). 

Claim Rejections - 35 i'SC § 102 

2. ['he follow ing is a quotation of the appropriate paragraphs of 35 I fS.C. 102 that lorm the 
basis lor the rejections under this section made in this Office action: 

A person shall bo entitled to a patent unless -- 

(al the linenlion was known or used h\ others in this country or patented or described m a printed publication 
in this or a foreign eountrv. before the invention thereof b\ the applicant for a patent 

(h) ihe linenlion was patented or described in a printed publication in this or a loieign countn or m public use 
or on sale in this country more than one >ear prior to the date of application lor patent in the t nited States. 

Claims 1-50 are rejected under 35 I '.S.C. U)2(a and b) as being anticipated by I '.S. 
Prescribing Information for (Tf 1BR1 \ ( Neatde-Pli/er-Imarmacia). 

Searle-Pfi/er-Pharmacia discloses a Celebrex k capsule comprising 100 mg and 200 mg 
of cclecoxih. croscarmellose sodium, magnesium stearate. ptnidone. and sodium lauryl sulfate 
(page 1 through page 2). fable 1 discloses the peak plasma levels of celecoxib occur 
approximately 3 hours after oral administration. 

The examiner notes that the cited reference does not include the date of publication. I he 
examiner will reconsider the abo\e rejection prouded that the applicants submit the date ot the 
reference. 
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Claim Rejections - 35 I S( § 103 

The following is a quotation of 35 C.S.C. 103(a) which forms the basis for all 
>bwousness rejections set forth m this Office action: 

u, \ paten, m;* not be obtained though the indention is not identical!) disclosed or described as set torth in 

no ,(»: ol to title, illhe dilTerenee* between the subject matte,- sought to he patented a,u he pno, k 
su h lint the subject matter as a utude uould haxe been obuous at the nine the mention uas mad, to a u on 

manna 111 which the invention «.!■> nude. 
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•laims |-50 arc rejected under 35 I'.S.C. 103(a) as being unpatentable over Black II' 0 



Kb3 134 (-134). 

Black teaches a compound useful as a Cox-2 inhibitor lor pain relief, fever and 
inflammation ol a variety symptoms disclosed on page 3. lines 20-36. 1 he compound can be 
administered orallv in the form of tablets, troches, lo/enges. or capsules (page 4. lines 1-12). I he 
tablets comprising active ingredient in admixture with excp.ents. i.e. diluents, d.smtegran.s. 
binding agents, wetting agents, and surfactant (page 4. lines 15-38). The active agent present in 
,„ almmm ul 10 to 250 mg- and earner material may van from about 5 to about 95% (page 5. 
lines 39-58). The dosage can be administered once or twice a day. and will provide effective i, . 
over a 24 hours period (page 5. lines 22-27). I xample 2 discloses the amount of excipienis use 
in a tablet. 

The examine, notes that the reference is silent as to the teaching of celeco.xib. 1 lovvcvct, 
„ is the position of the examiner that eclecoxib is one of the selective Cox-2 inhibitor and thus, it 
w ould hav e been prima face obv ious lor one of the ordinary skill in this art to. by routine 
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experimentation determine suitable Cox-2 inhibitor lo Heat cycIoo.\\genasc-2 mediated diseases 
without any ad\ert side effect to the gastrointestinal. 

4. Claims 1-50 are rejected under 55 I .S.C. 103(a) as being unpatentable over I fS. 
Prescribing Information for ( I I 1 HRI X (Searlc-Pli/er-Pharmaciah in view of Black C134). 

Searle-Pli/er-Pharmacia is relied upon lor the reasons stilted above. The reference differs 
trom applicants claimed nnention by not specificalK teaching the percent b\ weight of the 
excipients. 

Black leaches a compound useful as a COX-2 inhibitor for pain relief, fever and 
innammation of a \ariety symptoms disclosed on page 5. lines 2 ( )-36. The compound can be 
administered orally in the form of tablets, troches, lozenges, or capsules (page 4. lines 1-12). The 
tablets comprising active ingredient in admixture with excipients. i.e. diluents, disintegrates, 
binding agents, wetting agents, and surfactant (page 4. lines 1 5-3 X). The active agent present in 
an amount of 10 to 250 mg. and carrier material may vary from about 5 to about 95% (pane 5. 
lines 5 ( )oS). I he dosage can be administered once or twice a day. and will provide effective I . 
over a 24 hours period (page 5. lines 22-27). Pxample 2 discloses the amount of excipients use 
in a tablet. Thus, it would have been prima facie ob\ ions for one of the ordinary skill in the art to 
prepare the C l.ITBRPX k composition using the percent amount of excipients in view of the 
teaching of Black to obtain the claimed invention, because the reference teaches the 
advantageous results accrue in the tise of celecoxib. 
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Claims 76. and XI -S3 arc objected to as being dependent upon a rejected base claim, but 
would be allowable if rew ritten in independent form including all of the limitations of the base 
claim and any intervening claims. 

Correspondence 

An> mquin concerning this communication or earlier communications Irom the examiner 
should be directed to Susan I ran whose telephone number is (703) 306-5816. The examiner can 
normalb be reached on Monday through Thursday from 7:00 am to 5:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor. Thurman Page, can be reached on ( 703 ) 308-2927. The fax phone number for the 
organization where this application or proceeding is assigned is (703) 305-3o02. 

Any inquirv of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-1 2?o. 




